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5) D Claim(s) is/are allowed. 
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Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been ob\ ions at the time the in\ ention was made to a person having ordinary 
skill in the art to w hich said subject matter pertains. 1 'atent abilit \ shall not be negatived by the manner in which the 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

1. Claims 1-3 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sousa et al. 
in view of Schwab et al. (Animicrob. Agents Chemother.). 

The claims are drawn to ophthalmic solution comprising a peptide of SEQ ID NO 1, NO 2 
or NO. 3. 

Sousa et al. teach ophthalmic formulations that contain a synthetic cecropin peptide D5C. 
The reference specifically teaches three different commercially available contact lens cleaning 
solutions to which 100 pig/ mL was added (see material and methods on page 115). The solutions 
utilized were "Renu Multi-Purpose Solution," containing boric acid, edentate disodium, 
poloxamine, sodium borate, sodium chloride, and polyaminoporpyl biguanide .000005% as a 
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preservative; "Complete All-In-One Solution" containing sodium chloride, polyhexamethylene 
biguanide, tromethamine, Tyloxapol, and edetate disodium; and "Opti-Free" which contains citrate 
buffer and sodium chloride, edetate disodium .05% and polyquaternium-1 .0001% (see page 115). 
Note that the three solutions utilize a buffer recited in claim 3 and the Renu Multi-Purpose Solution 
contains a poloxamine, which is a polyoxyethylene surfactant. The reference teaches that the three 
solutions, by themselves, were effective against P. aeruginosa. However, the addition of the cecropin 
peptide augmented their antimicrobial activity in the presence of the contact lens (see abstract). 
More specifically, die reference states that 100 pig/mL of D5C added to Renu Solution and the 
Complete solution, both of which contain the biguanide, enhanced antibacterial activity against P. 
aeruginosa (See page 117). The difference between the prior art and the instant application is that the 
reference does not teach the use of any of the specific peptides claimed. 

However, Schwab et al. teaches conducts antimicrobial activity experiments against P. 
aeruginosa using designed antimicrobial peptides (DAPs) in different buffers (see abstract). The 
DAPS specifically utilized include D2A21, D4E1 and D5C (see page 1436). It should be noted that 
D2A21 and D4E1 correspond to SEQ ID NO 2 and SEQ ID NO 1 of the claimed invention. The 
reference discloses results which indicate that both D4E1 and D2A21 demonstrate the highest 
antimicrobial activity against P. aeruginosa (see page 1436, figure 2). While the conclusions are for 
patients with cystic fibrosis, the reference concludes that DAPs are attractive as therapeutic agents 
because their activities do not appear to be diminished over a wide range of osmolarities. Therefore, 
it would have been obvious to one of ordinary sill in the art to use D2A21 or D4E1 with the Renu 
and Complete ophthalmic solutions of Sousa et al. because both D2A21 or D4E1 had more 
antimicrobial activity against P. aeruginosa. There would have been a reasonable expectation of 



Application/Control Number: 10/593,352 Page 4 

Art Unit: 1654 

success because both D2A21 and D4E1 are designed antimicrobial peptides that are active against P. 
aeruginosa similar to D5C. 

2. Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over De Bruiju et al. 
(WO0007634) in view of Schwab et al. (Animicrob. Agents Chemother.). 

The claims are drawn to ophthalmic solution comprising a peptide of SEQ ID NO 1, NO 2 
or NO. 3. 

De Bruiju et al. teaches numerous contact lens solutions which contain an antimicrobial and 
are active against different microbes including P. aeruginosa. The reference specifically disclose the 
use of Benzyldimethyl [2-[2-(p-l,l,33-tetramethylbutylphenoxy)ethoxy]ethyl] ammonium chloride as 
the antimicrobial agent. The reference also discloses the addition of various agent to enhance 
compatibility with the eye. For example, the reference disclose the use of buffers such as citrate, 
borate, HEPPS, HEPES and the like to avoid irritation and sting to the eye (see page 7, lines 14-22). 
The reference also teaches that sequestering agents such as gluconate or tartarate can be utilized as 
preservatives, disinfectants or cleaning solutions (see page 8, lines 5-11). The reference states that 
decanedoic acid improves ocular comfort of contact lens solutions. The reference disclose the 
addition of glycerin .2% and .2% decanedioic acid (see example 4 and 5). The reference also states 
that glycerin improves the kill of P. aeruginosa (see page 12, example 3). The difference between the 
prior art and the instant application is that the reference does not teach the use of any of the specific 
peptides claimed. 

However, Schwab et al. teaches conducts antimicrobial activity experiments against P. 
aeruginosa using designed antimicrobial peptides (DAPs) in different buffers (see abstract). The 
DAPS specifically utilized include D2A21, D4E1 and D5C (see page 1436). It should be noted that 
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D2A21 and D4E1 correspond to SEQ ID NO 2 and SEQ ID NO 1 of the claimed invention. The 
reference discloses results which indicate that both D4E1 and D2A21 demonstrate the highest 
antimicrobial activity against P. aeruginosa (see page 1436, figure 2). While the conclusions are for 
patients with cystic fibrosis, the reference concludes that DAPs are attractive as therapeutic agents 
because their activities do not appear to be diminished over a wide range of osmolarities. Therefore, 
it would have been obvious to one of ordinary sill in the art to use D2A21 or D4E1 with the Renu 
and Complete ophthalmic solutions of Sousa et al. because both D2A21 or D4E1 had more 
antimicrobial activity against P. aeruginosa. There would have been a reasonable expectation of 
success because both D2A21 and D4E1 are designed antimicrobial peptides that are active against P. 
aeruginosa similar to D5C. 

3. Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sousa et al. in 
view of Schwab et al. (Animicrob. Agents Chemother.) in further view of De Bruiju et al. 

The claims are drawn to ophthalmic solution comprising a peptide of SEQ ID NO 1, NO 2 
or NO. 3. 

The references of Sousa et al. in view of Schwab et al. have been discussed supra and their 
motivation for combination has been discussed supra. The difference between the prior art and the 
instant application is that the reference does not teach ophthalmic formulations as claimed, with the 
specific buffer, preservative, wetting agents etc... 

De Bruiju et al. teaches numerous contact lens solutions which contain an antimicrobial and 
are active against different microbes including P. aeruginosa. The reference specifically disclose the 
use of Benzyldimefhyl [2-[2-(p-l,l,3,3-tetramefhylbutylphenoxy)ethoxy]ethyl] ammonium chloride as 
the antimicrobial agent. The reference also discloses the addition of various agent to enhance 
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compatibility with the eye. For example, the reference disclose the use of buffers such as citrate, 
borate, HEPPS, HEPES and the like to avoid irritation and sting to the eye (see page 7, lines 14-22). 
The reference also teaches that sequestering agents such as gluconate or tartarate can be utilized as 
preservatives, disinfectants or cleaning solutions (see page 8, lines 5-11). The reference states that 
decanedoic acid improves ocular comfort of contact lens solutions. The reference disclose the 
addition of glycerin .2% and .2% decanedioic acid (see example 4 and 5). The reference also states 
that glycerin improves the kill of P. aeruginosa (see page 12, example 3). It would have been obvious 
to use an ophthalmic formulation as taught in De Bruju because it achieves a formulation that is 
compatible with the eye. The reference provides motivation to use gluconate or tartarate to be used 
as preservatives, disinfectants or cleaning solutions, specific buffers to avoid irritation and sting to 
the eye, glycerin to improves the kill of P. aeruginosa and decanedoic acid to improve ocular comfort 
of contact lens solutions. 

4. The reference of Huth et al. and Sajjan et al. have been cited as being pertinent to 
Applicants disclosure. 

5. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to ANISH GUPTA whose telephone number is (571)272-0965. The examiner 
can normally be reached on 5/4/9. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Tsang Cecilia can be reached on 571-272-0562. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Anish Gupta/ 

Primary Examiner, Art Unit 1654 



